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study can be considered to be scientifically
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Acute oral toxicity of Terbutryne Tech. (GS-14260) in rats:

A, Audit:

1. Report no.: IBT AB8087 dated January 23, 1970.
2. Date: This study was a combination of 3 range
finding studies, each initiated on Dec. 17,
19 and 29, 1969 respectively. The surviving
rats were observed for 14 days.

3. Protocol: Not available in the raw data.
4. Test There is no information in the raw data
Material: regarding either the shipment or receipt

of the test material by IBT with the
exception of a work order sheet indicating
that the test material was on hand on

Dec. 4, 1969,

5. Animal The IBT report indicates that rats of Charles
Suitability: River Strain were used. But this can't be
verified from the raw data.

6. Raw data: Raw data are available for initial and final
‘body weights, dose/sex/group, reactions
observed and mortality/group.

B. Validation & Evaluation:

1. Date: See audit.
2. Protocol: Raw data indicate that 5 rats/sex/group were
: intubated with the test material as 25% (w/v)
agqueous suspensicen. The body weight of the
rats ranged from 181-246.g. The‘volume of
the dose administered ranged from 1.04 to
4.30 ml/rat. The surviving rats were observed
for 14 days.
3. Test
Material: See audit.
4. Animal

Suitability: See audit.
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Report prepared by: Carmen Mastri
Section Head
Acute Toxicity Dept.

Report approved by: M.L. Keplinger
Manager, Toxicology
' &
Otis E. Fancher
Director

Technician: Mabel M. Huck

6. Execution of the study:

a. Body weight: The individual body weight data for
day 0 and day 14 as presented in the
final IBT repert are in agreement
with the raw data with the exception
of minor errors.

b. Reactions: The data as given in the final report
are in agreement with the raw data
with the exception of minor errors &
omissions. The reaction recorded for
each group were as follows:

1.4 g/kg: Hyperactivity and ruffed fur.

29, 3g, &
4.6/kg: Hyperactivity, diarrhoea,
muscular weakness, ruffed
fur and emaciation.
c. Mortality: The mortality data as given in the final

IBT report are in agreement with the raw
data with the exception of minor errors.
The results were as follows:

Males: 1/5, 3/5, 4/5 & 5/5 at 1.4, 2.0,
3.0 and 4.6 ,g/kg respectively.

Femates:0/5%, 2/5, 5/5 & 5/5 at 1.4, 2.0,
3.0 and 4.6 ¢/kg respectively.
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d. LDsg:
' Acute oral LDgg for male: 1.9 g/kg
Acute oral Lbgp for female: 2.7 g/kg

QOverall Comment: The audit and validation of this study indicate
that despite minor errors and omissions, this
study can be considered to be scientifically

acceptable.

Review of validation performed by Drs. John A. Stone and

_ James T. Stevens.

e agree with Drs. Stone and Stevens concliusion.
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